United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



01/02/2007 



10/503.03.1 



23448 7590 

INTELLECTUAL PROPERTY / TECHNOLOGY LAW 
PO BOX 14329 

RESEARCH TRIANGLE PARK, NC 27709 



YEAGER, RAYMOND P 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/563,033 


Applicant(s) 
FABRE ET AL. 


Examiner 

Raymond P. Yeager 


Art Unit 

1651 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on 20 January 2007 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-13 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) PJ3 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on 30 December 2005 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E| All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 04/17/2006 . 6) □ Other: . 

'TOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20100122 



Application/Control Number: 10/563,033 
Art Unit: 1651 



Page 2 



DETAILED ACTION 

Claims 1 to 13 are pending. 

Note - Specification 

The use of the trademarks has been noted within this application, particularly 
TRANSWELL™. It should be capitalized wherever it appears and be accompanied by 
the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Claim Rejections - 35 USC §112 Second Paragraph 

The following is a quotation of the second paragraph of 35 USC 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 3 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 3 recites the cells are "polarized" yet this term is not 
clearly defined in the specification. Polarize has different meanings in cell biology, as 
an electrophysiology term, polarize will refer to the membrane potential of the cell but 
the histological term, polarize refers to the placement of a cell. As such, the intended 
meaning of this term is unclear. 

Claims 7 and 13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 7 contains the trademark/trade name 
"transwell-type support', wherein TRANSWELL™ is a trademark name. Where a 
trademark or trade name is used in a claim as a limitation to identify or describe a 
particular material or product, the claim does not comply with the requirements of 35 
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U.S.C. 112, second paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 
1982). The claim scope is uncertain since the trademark or trade name cannot be used 
properly to identify any particular material or product. A trademark or trade name is 
used to identify a source of goods, and not the goods themselves. Thus, a trademark or 
trade name does not identify or describe the goods associated with the trademark or 
trade name. In the present case, the trademark/trade name is used to identify/describe 
TRANSWELL™ and, accordingly, the identification/description is indefinite. Further, 
define "transwell-type support' and as such the metes and bounds of the term are 
unclear, rending the claims indefinite. 

Claim 11 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 11 recites the limitation "the subsequent incubation" in 
lines 1-2. There is insufficient antecedent basis for this limitation in the claim. It is 
unclear where the "subsequent' incubation step is recited as claim 10 clearly refers to 
"the incubation of the culture" in lines 1-2 of claim 10 and claim 10 refers to "incubation" 
in claim 2c (i.e. while 2c depends on claim 1, claim 1 recites no incubation step). 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 USC 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 6, and 12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
EP 0702081 (Publication date: 03/20/1996; as provided by applicant in the 04/17/2006 
IDS), hereafter referred to as the Morota publication. 

The Morota publication teaches a method for fixing a three-dimensional tissue 
culture on a sponge in vitro in gelatin solution by elevating the temperature then 
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lowering the temperature to coat the culture with 1 to 20 percent (and recites 5 to 10 
percent) gelatin (abstract and page 5, lines 40-47). The recitation of a lower limit of 5 
percent gelatin anticipates the instantly claimed range (limitation in instant claim 1). The 
culture is asymmetric in the fact that different cells have been inoculated and cultured 
on separate layers, the tissues cultures are organized in that they form an organized 
tissue, and the culture comprises both three-dimensional and two-dimensional cell 
layers, in that three-dimensional cell layers require a series of two-dimensional cell 
layers (columns 2-3). The Morota publication recites the gelatin has a sol-gel transition 
point of 20 to 35° C and recites tissue must be maintained a temperature greater than 
10° C and less than 37° C. The working example allows for the gelatin to stand at the 
lower range of sol-gel transition point (20° C) for 30 minutes (columns 7-8, example 2) 
and thus anticipates the instantly claimed solidification range and storing temperature 
range (limitations in instant claims 1 and 6). The cell cultures remain in the gelatin at 
20° C for 72 to 120 hours. Further, the Morota publication provides a plate for culture 
(i.e. a 6-well plate; column 8, fixation by gel), which may be 24- or 6-well plates (column 
7, lines 21-25) and the asymmetric support and gelatin solution as noted above, thus 
providing a kit for the transport and storage of cells (limitations in instant claim 1 2). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 USC 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

Claims 1 to 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
EP 1127580 (Publication date: 08/29/2001; as provided by the applicant on the 
04/172/2006 IDS), hereafter referred the as the Curatolo publication and EP 0702081 
(Publication date:03/20/1996; as provided by applicant on the 04/17/2006 IDS), 
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hereafter referred to as the Morota publication or WO 01/66783 (Publication date: 
09/13/2001; as provided by the applicant on the 04/17/2006 IDS) and EP 0702081 
(Publication date:03/20/1996; as provided by applicant on the 04/17/2006 IDS), 
hereafter referred to as the Morota publication. 

Applicant claims a method of storing and/or transporting in vitro organized two- 
dimensional cell cultures by coating the cell culture with gelatin, solidifying the gelatin, 
and storing and/or transporting the cell culture immobilized in gelatin. The claims 
further recite liquefication of the gelatin, elimination of the gelatin, and incubation of the 
culture in a kit with a support matrix (i.e. "transwell-type"). 

The Curatolo publication teaches Caco-2 cell monolayers may be cultured on 
permeable transwell-type supports in media and may be incubated for at least 1 hour at 
37° C (paragraph 59) and the Lee publication teaches HUVEC cells cultured in media 
on gelatin-coated well plates and could be incubated for at least 48 hours (page 20). 
These monolayers of cells are considered organized, two-dimensional, differentiated, 
polarized, and functionally active and are considered to be on a support matrix on a well 
plate (i.e. Curatolo particularly notes "transwell-co filter supports") and as such these 
cultures are considered to meet the limitations of the support matrix (limitations in 
instant claims 4, 5, 7, and 10-13). 

The Curatolo publication or the Lee publication does not expressly teach method 
of storing by coating the cell culture support with gelatin, solidifying the gelatin, storing 
the cells, or liquefying the gelatin. This deficiency in the Curatolo publication or the Lee 
publication is cured by the teachings of the Morota publication. 

As discussed supra, the Morota publication teaches a method for fixing a three- 
dimensional tissue culture on a sponge in vitro in gelatin solution by elevating the 
temperature then lowering the temperature to coat the culture with 1 to 20 percent 
gelatin. The support is asymmetric and the cultures are organized two- and three- 
dimensional cultures (limitations in instant claims 1, 6, and 12). Though it would be 
obvious to optimize the gelatin range (limitations in instant claims 1 and 5), as noted 
supra the recitation of a lower limit of 5 percent gelatin anticipates the instantly claimed 
range. 
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The Morota publication further provides for the removal of the cultures from the 
gelatin by heating the gelatin to no higher than 37° C to liquefy the gelatin and remove 
the gelatin from the cultures (column 6, lines 3-18) (limitations in instant claims 2). 
Though the Morota publication does not recite the time for liquefication the reversible 
sol-gel transition process takes 30 minutes to solidify. As one of ordinary skill in the art 
would want to liquefy the gelatin by heating above 35° C but below 37° C to remove all 
the gelatin from the cell culture, it would be obvious to heat the cells to this narrow 
temperature range at a slower rate to control the temperature, prevent heat shock, and 
maintain cell viability and as such it would be obvious to optimize the liquefication step 
to a period of more than 1 hour (limitations in instant claims 8 and 9). The Morota 
publication has shown that these cells are differentiated and functionally active (column 
7, lines 33-49; and column 8, lines 19-54). 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to prepare monolayers of Caco-2 cells or HUVEC cells on 
a support matrix as taught as taught by the Curatolo publication or the Lee publication 
and store or transport the cells by coating the cell culture with gelatin, solidifying the 
gelatin, storing or transporting the cell cultures, liquefying the gelatin, eliminating the 
gelatin, and incubating the gelatin as taught by the Morota publication and incubate the 
cells in media on the support as taught by the Curatolo publication or the Lee 
publication (limitations in instant claims 1 to 13). One of ordinary skill in the art would 
have been motivated to do this because the Morota publication teaches the gelatin 
prevents movement of the safely immobilized culture, protects viable cells during 
transport, improves workability, and minimizes damage to the culture (column 5, lines 
14-23; column 7, lines 39-44; and column 8, lines 41-54). In light of the forgoing 
discussion, it would be obvious to one of ordinary skill in the art that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
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ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

No claims are allowed; all claims are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond P. Yeager whose telephone number is (571) 
270-7681 . The examiner can normally be reached on Mon - Thurs 8:00 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached at (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



R.P.Y. 



/Leon B Lankford/ 

Primary Examiner, Art Unit 1651 



